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Office Action Summary 



Application No. 

09/651,685 



Examiner 

Amy IVI. DeCloux 



Applicant(s) 
WARD ETAL 



Art Unit 

1644 



- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROIVI 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- If NO penod for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 24 July 2002 , 
2a)n This action is FINAL. 2b)IEl This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) 13 Claim(s) 1,3 and 5-7 is/are pending in the application. 

4a) Of the above claim{s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 0 Claim(s) 7,3 and 5-7 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)S The drawing(s) filed on s|lo|w[) is/are: a)n accepted or b)[B^bjected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) ^ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) U Infonnation Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 



Election/Restrictions 



1. Applicant's election of the species SEQ I DN0:2 and human patient, in Paper No. 13, 
filed 7-24-02, is acknowledged. Because applicant did not distinctly and specifically point out 
the supposed errors in the restriction requirement, the election has been treated as an election 
without traverse (MPEP § 818.03(a)). 



An application in which the benefits of an earlier application are desired must contain a 
specific reference to the prior application(s) in the first sentence of the specification or in an 
application data sheet (37 CFR 1.78(a)(2) and (a)(5)). 



2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 1, 3 and 5-7 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the steps. 
See MPEP § 2172.01. The omitted steps are: a resolution step related to the step of 
administering a therapeutic composition. 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 1, 3 and 5-7 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable one skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

6. The instant claims are drawn to a method comprising administering a therapeutic 
composition comprising an antibody specific for SEQ ID N0:2 to a human presenting symptoms 
of sepsis. 



Priority 



Claim Rejections - 35 USC § 112 
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Art Unit: 1644 

The specification discloses on page 6 that SEQ ID N0:2 
(KHRVPKKCCYDGARENKYET) encodes a rat C terminal truncated C5a peptide that 
corresponds to amino acid residues 17-36 of the fiill length rat C5a peptide. 

Czermak et al. (Nature Medicine, 5(7)::788-792) (July 1999) teach a composition (100 
ug/ml) of rabbit polyclonal antibody IgG antibody specific for the rat complement component 
C5a peptide (specifically the N terminal region, amino acid residues 17-36 (same as SEQ ID 
N0:2)), (see entire article, especially page 788, column 2). Czermak et al also teach a method of 
administering to rats suffering from sepsis, a , and teaches that said administration reduces the 
binding of C5a to neutrophils (see entire article, especially the table on page 789), reduces 
bacteremia, (see entire article, especially Figures 2 and 3) and increases the H2O2 production of 
neutrophils (see entire article, especially Figure 4). 

The teachings of Czermak et al mirror the disclosures in Examples 3-6 and 15 of the 
instant specification, and therefore the specification is enabling for a method comprising 
administering a therapeutic composition comprising an antibody specific for SEQ ID N0:2 to a 
RAT presenting symptoms of sepsis. 

However, it is noted that the instant claims recite human, not rat. The instant 
specification discloses in Example 13 the preparation of anti-human C5a antibodies generated 
with the human C5a derived immunogen of SEQ ID N0:5 (CCYDGASVNNDETCEQRAAR) 
to be used in the prophetic Example 14 in a method of administering to humans to treat sepsis. 
However, it is unclear how an antibody generated against rat C5a will be therapeutic upon 
administration to human because it is not clear that the rat antibodies will be capable of 
specifically binding human C5a, given the sequence disparity between SEQ ID N0:2 and SEQ 
IDN0:5. 

Abaza et al (J. Of Protein Chemistry, ll(5):433-444, 1992) show that even a single 
amino acid difference in an antigen may effect antibody binding by teaching that an amino acid 
substitution of myoglobin outside the epitope recognized by a monoclonal antibody causes the 
myoglobin to be unreactive with said antibody, (see entire article, especially the Abstract). 

Therefore, practicing a method comprising administering to a human presenting 
symptoms of sepsis antibodies specific for rat C5a, for therapy in the treatment of sepsis would 
require undue experimentation in view of the unpredictability that the antibodies specific for 
SEQ ID NO: (rat C5a) would bind specifically to human C5a. In re Fisher . 166 USPQ 18 
indicates that the more unpredictable an area is, the more specific enablement is necessary in 
order to satisfy the statute. 

In view of the quantity of experimentation necessary, the limited working examples, the 
impredictability of the art, the lack of sufficient guidance in the specification and the breadth of 
the claims, it would take experimentation to practice the claimed invention. 
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Conclusion 



No Claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy M. DeCloux whose telephone number is 703 306-5821. 
The examiner can normally be reached on M-F 8:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on 703 308-3973. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703 305-3014 for regular 
communications and 703 872-9307 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703 308-0196. 



Amy DeCloux, Ph.D. 
Patent Examiner 
October 13, 2002 




Patrick J. Nolan, Ph.D. 
Primary Patent Examiner 
Group 1640 



